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DEPARTMENT OF HEALTH AND HUMAN SERVICES APPLICATION FOR A VARIANCE

PUBLIC HEAL 11 SERVICES FROM 21 CFR 1040.11(c) FOR A
. M) A A - ;
FOOD AND DRUG ADMINISTRATION LASER LIGHT SHOW. DIS Y. 3ee ??-: 3 fos OMbs ‘S;m.mt
OR DEVICE

NOTE: No laser light aliow, projection system, of deviee may vary from cotapliance with 21 CFR 1040 11(c) i deaiygn of use vithaut the approval of this
Applicstian m socordancs with 21 CFR 1010.4

a8

INSTRUCTIONS
3 Maul your applacation 1o Tni: Dockels Munagsmant Branch (HFA-305), Food ¥hd
Drug Admumstrazion, Roam 123, {2420 Parkland Onive, Rockwidle, MD 208825
4 Enwr Docurncns Numiber o daaigned

1 Chock all apphacsble buxcy uad Fype Of pRNt e rcquestad
Infunmution
2 Submal un onginad end four () copies

1. MAME OF COMPANY Dimension Seven

2 APDRESS OF COMPANY (Include ZIP CODE ) (IF P O Boux is used, include 36iual sirect adlrcss ko )
150 Folxom St San Francisco, CA 94108

3. NaME AN TITLE OF RESPONSIBLEPERSON | | Y FPHONE NO. (Includs wres cOdE)

o}

&=

pm v

[

i)

5. DATEOF SUBMIssIoN 1y
—

]

Michael O°Roarke Owner (418) 348-0761 8-11-2000
& The appheank reqUoals I vortancy To be it offect for a pertod of 2 yoars Trom e date of sale,
(In genrsi, the Agency Will apptove o Vanancs for obly two yes. s funger period 15 Teyussted, 3 jusLIicssen musl be sifached 3» put of the applicann ) B~
Al
b A PRODUCT DESCRIPTION AND USE

a. LISTY NaME aNW/OR MODEL NUMBER(S) FOR Tri¥ LASEK LIGHT AHOW(#) aND PROJECTOR(S)
Dimension Seven

f. PRODUCY 1S INTENDED TO BE USED AT 4
[Xj MORE THAN 15 DAYS
| ] MORE THAN 5 BUT NOT MCRE T
{ | LESSTHANSDAYS

p PRODUCT FOR WHICH A YARIANCY I> REQUESTED
| ] ALASER DISPLAY DEVICE
| 14 PROJECTOR FOR A LASER LIGHT SHOW
{XJ A LASER T1GHT SHOW
| ] OTHER (Speciy)

4 TOUR IS INTENDED TO RUN FOR
v [X|PROIECTOKS ARE INTENDED FOR RESALE, LEASE, OR LOAN TO | 1 MORE THAN 6 MONTHS
OTHER [ ] 1-6 MONTHS
LASER LIGHT Sitow PRODUCERS { JLESS THAN )} MONTH
[X] NOT APPLICABLE (Not » tour)
a PRODULCTISINTENDED PORUSE IN A =«
{X} PLANETARILM OR O'H+ER DOME FROJECTION SYRUCTURE 1] OTHER (3pecify),

(X] THEATER n. PRODUCT UTILIZES THE FOLLOWING DhGER)

[X) HOTEL/MUOTEL BALLROOM O MEETING ROGM
{X] STURE DISPLAY

x| TRADE SHOW OR CONVENTION

X1 DISCOTHEQUE OR NIGHT CLUB

1X§ PAVILION

X[ 1NDOGK ARENA

|X] DUTOCOR ARENA

[X| MUSEUM

[X] LLUTDOOK UNENCLOSED AKEA

[X] FRONT SCREEN PROECTIGNS

[X | REAR SCREEN PROJECTIONS

[X] HOLOCRAPHIC DISFLAYS

{¥) MULTIFLE KEFLECTIONS/DIFFRACTION EFFECLS

| ]1AUDIENCE SCANNINC

{Also MEuwicy BCINNNE uhy Iccuoble uncanbiolied arcus)

{Xj REFTECTIONS FROM STATIONAR Y MIRRORS OR MIRRQORED
SURFACES (Bearn Mamees)

{X] STATIONARY [RRADLATION OF ROTATING MIRRORS BALLS, &TC

[X} OTHER (Spcify), Ax Per Novification JX] SCANNING IRRADIATION OF ROTATING MIRROR BALLS BIC
[X] FIBER OPTIC PROJECTIONS
s. PRODOCT 1 INTENDED TO BE USED [X] FOG, SMOKE, OR OTHER SCATTERING ENHANCEMENT EFFECTS
IX] A1 ONLY ONE (Fineu) Locmion (] OTHER (3 Ay Per Nogification
[%1 AT A VARITY OF (Towr) LOCATIONS & (Speeiy) ugification.
[X] GTHER (Specify) As Per Notification
. LASER RADIATION LEVELS
e JaSER MEPIUM (Ar, He-Ne, et ) WAVE LENGTHS (nm) PEAK FOWER (Wans)
Krypton 400 - 700 nm 8 Wans
Argon/ YAG 45879 - 532 nm 40 Warts
Argon / Krypton ( Whire) 4879-676.4 nm 20 Wars

9. 15 ANY LASER RADIATION IS PULSED OR SCANNED, CIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY aND AMPLITUDE
Scanning bandwidth from Dc to § KHz in modulation in both calor and intensity from Dc to 100 KHz..

10 REASON FOR REQUESTING VARIANCE :
IX] COMPLIANCE WITH THE LIMITS OF 21 CFR 1640-1 {(¢) WOULD RESTRICT {HE INTENDED USE OF THE PRODUCT BRCAUSE COMPLIANCE WOLTLD LIMIY

THE VUTPUT
[ } OTHER OR ADD] } IONAL ;- XPLAN VION {Spetify)

FOKM ¥DA a7 (37
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11. MANNER IN WHICH 1T 1S PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE aPPLICATION STANDARD
JX} IT 13 PROPOSED TO DEVIATE FROM THE PROVISIONS OF 21 CFR 104 11{cyIN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED THE
ACCESSIBLE EMIN3ION J.IMITS SPECIFIED IN 21 CFR 1040 1{(=t

| JIT 3 PROPOSED TO DEVIATE FAOM THE PROVISIONS OF 21 CFR 1080 11(¢) A3 FOLLOWS.

12, ADVANTACES TO BE DERIVED FROM yUCH DEVIATION
(X LASER LICHT SHOWS AND IHSPLAYS ARE ACCEPTED POPUL AR MEDIA 1N ENTEKTAINMENT AND THE ARTS OF POWERLEVELS IN
EXCE>3 OF THE LIMITS IMPOSED BY 21 CFR 1040 11{c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIa

{ |OTHER OK ADDITIUNAL ADVANTAGES (deanbx and cxplan)

13.  EXFPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BEPROVIDED  (Chesk 25 many boass as apply, 1 sm 13 “Remarks.” Jusbsly any
Boaes AUl Chechad, WEIBE f st n> y, Stle any oklicr means of ragiation that will pe used.)

s %] ALL LASER PRUDUCTS, 3YSTEMS, SHOWS, AND PROJEC YURS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040 10 AND THE CONDITIONS GF THIS
VARIANCE AND WILL BE REPORTED AS REQUIRED 8Y 21 CFR 1002 (0 AND 1002 12 US[NG THe REPORTING GUIDE FROVIDED FOR SIICH PURPOSE
THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRQDUCTION INTO COMMERChR

b [X]EFFECTS NOT SPECIFICALLY (INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED, NO OTHER EFFECTS WILL HE ADDED UNTIL
AN AMENDMENT TO Trif VARIANCE Has BEEN OBTAINED AND THE REQUIRED REFORTS UR SUPPLEMENTS, AS APPLICABLE HaVE BEEN
SLBMITTER

¢ JX] SCANNING, PROECTION. OR KEFLECTION OF LARER AND COLLATERAL RADIATION ( LIGHT SHOW KADIATION) INTO AUDIENCE OR OTHER
ROLLFD AREAS Will NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED B THE ATMOSPHERE ADDED ATMOSPHERW
SCATTERING MEDTA, AND TARGET SCREENS

4  {X]LASERRADLATION LEVELS IN EXCESS OF THE LIMITS OF CLASS 1| WILL NOT BE PERMITTED AT ANY POINT LESS THAN 3 U METRKI ABOVE aNY
SUIRFACE UPON WHICH PERSONS OTHER THAN QrERATORS, PERFORMERS, OR EMPLOYEERS ARE PERMITTED TO STAND OR 2 S METERS BELOW
OR. IN LATERAI. 3EPARATION FRUM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO 8 OPERATORS, PERFURMERS, AND EMPLOYEES
Wil NOT sE REQUIRED OR ALLOWRD TO VIEW RADIATION ABCVE THE LIMITS CF CLASS | OR BE EXPOSED TO RADIATION ABOVE THE LIMITS
SPECIFIED 18 24 CFR 1040 11(¢)

¢ | jaNYPRODBUCT WHICH REL (ES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A SCANNING
3AFEGUAKD SYSTEM WHICH DIRECTL Y SEN3ES 3CANNER MO TION aAND WHICH WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING THR
APPLICABLE LIMTT

f X ALL LASER LIGHY SHOWS SHALL BE UNDER THE DIRECT AND rERSONAL CONTROL OF TRAINED, COMPETENT OPERATOK(S) THE UPERATOR(S)
WILIL-

(1) IMMEDIATELY FERMINQTE THE EMISSION OF LIGH) SHOW XADIATION IN THE EVENT OF ANY UNSAFE CONDITION,
(2) BE LOCATED WHEREF, ALL BEAn PATHS CAN BE DRECTLY OBSERVED AT ALL TIMES, AND
(3} BE AN EMFLOYEE OF THF VARIANCE HOUDER WHO WL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOK

X} THE MAXIMUM L ASER PROIECTOR OUTPUT POWER WILL NOT EXCHED THE LEVAL REQUIRED TO OBTAIN THE INTENDED EFFECTS

n

h X} THE PRCIECTION SYSTEM (1B, THE PROJECTCOR aAND ALL OTHER COMPONENTS USED TO PRODUCE HE LIGHIING EFFECTS) WiLL BE SECUREL ¢
MOUUNTED OR IMMUBILIZED TO PREVENT LNINTENDED MOVEMENT OR MISALIGNMENT, BEAM L IMITERS WILL BE PROVIDED A3 AN [NHERENT
Pax[ OF THE SYSTEM DESIGN TO PREVENT OVERFILL ING QF SCREENS, BEAM STOPS, TARGETS, ETC

L [ X]LASER PROJECTORS WILL NOT BF DELIVEXED TO ANY OTHER PART Y UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND UNTIL
THe RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE (NEFFECT AT THE TIME OF DELLVER Y THAT PERMITS THEM TO PRODUC,
LASER LIGHT 3HOWS ;NCORPORATING 3UCH PROECTOR

3[R} 1N ADDYSION TQ THE REQUIREMENTS OF 24 CFR 1080 10(h), THE MANUFACTURE OF LASER FROECTORS/SYSTEMS WILL PROVIDE TO PARTLES
WHO PURCHASE, I.EASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALL ATION AND OFERATION AND
WIICH EXPLALN THE RESPONSBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER T SUBMI1 THE REQUIRED
KREPORT> AND APPLY FOR AND CBTAIN A VARIaNCE FROM CDRH PRIOR TO INTRODUCTION INTOQ COMMERCE OF ANY LASER LIGHT SHOW

b (X] THE REQUIREMENT> OF 21 CFR 1002 3Xu)( 1 ) AND (1) WAL BE ACCOMPLISHED THROUGH THE T'SE OF WRITTEN PROCEDURES FQR »>ETUP.
ALICNMEXT. TESTING AND PERFORMANCE OF EACH 3HOW THRSE PROCEDURES WILL BE [N SUFFICIENT DETAIL TO EN3URE COMPLIANCE
WITT 21 CFR 1090 10, THE CONDITIONS Or THIS VARIANCE, AND THE CONTROL OF ACCESS TO RADIATION AREAS U3ING THE PROCEDURES
DESCRIBEDS IN THE ANSIZ 136 1 STANDARD FOR THE SAFE USE OF LASERS ( AMERICAN NATIONAL STANDARDS INSTITUTE. 1430 BROADWAY,
NEW YORK, NY }0015) OR ANY OTHEK EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE, STATE OR LOCAL REQUIREMENTS,
LASER RADIATION RES WHICH CAN CONTAIN RaDIATIONLEVELS ABOVE THE LIMITS SPECFIED In 21 OFR 1848 17(c). WILL BE CLEARLY
IPENTFIED BY THE POSTING OF WARNING SIGNS ANIVOR RESTRICTING ACCESS VHROUGH FHYSICAL MEANS ( SLICH AS PRES3SURE SWITCHES,
PHOLUCET I, BARRIERS, GUARDS, EQT ) THESE KEQUIREMENTS APPLY TO TEMPORARY AREAS {SUCH AS DUKING SE 1-UP AND ALTGNMENT
PROCEDLURES) AN TO FINAL OK PERMANENT ARES. THE VARIANCE HOLDER WAL RETAIN THE RECCRDS OF THESE PROCEDIIRE S AND THE
RESULTS OF ALL TESTS a3 AEQUIRED BY 21 CFR 10231, 4 COPY OF THE VARIANCE APHLICATION, THE APPROVAL L RTTER, CLIRRENT
PROCEDURES. AND RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE WiTH THE GPERATOR OR OTHER RE3PONSIBLE INDIVIDUAL AND
WiLL 8E MADE AVAILASLE FOR [NSPECTIONBY FDIA AND OTHER RESPONS[BLE AUTHORITIES

PORM FDA 3147 ( 3/87)
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ADVANCE WRITTEN NOTICE WILL BE MADE A% FARL ¥ AS POSSIBLE TO APPROPRIATE FEDERAL, STALE, AND LOCAL AUTHORIT[ES PROVIDING
SHOW JUINERARY WITHDATES AND LOCATIONS CLEARL Y AND COMPLETEL ¥ IOENTIFILD. AND A BASIC DESCRIPTION OF FROPOSED ERFEQTS
INCLUDING A STATEMENT TO THE MAXIMUM POWER OUTPUT INTENDED, SUCH NOTIFICATIONS WILL BE MADE, BUT NUT NECESSARILY RE

LIMITED. 1O,

(i) THE CEN}ER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPT.LANCE (HF2-312). §757 CEORGIA AVE . SILVER SPRINGS, MD
20810, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND TH ITINERARY FOR MOBILE SHOWS N ADDITIUN,
UNLESS ALL ASPECTS OF 3UCH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLBARL Y REFERENCED, EACH NUTICE WILL
INCLUDE DESCRIFITONS OF EACH SHOW AND A LISTING OF ALL EFFECTS O BE PERFORMED IN SUFFICIENT DETAIL TO CONFIRM.

CUMPLIANCE WITH THE REGULATIONS AND THLS VARIANCE
THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS JNTO OPEN AIRSPACE AT ANY TiME (LE.., INCLUDING SET-UP.

(2
ALIGNMENT, REHEAKSALS, PERFORMANGCES, 8CT ). IF THE FAa UBJECTS TO ANY LASER EFFECTS. THE OBJECTIONS WILL BE RESOLVED
AND ANY CONDITIONS REQUESTED BY FAA WILL BE ARHERED TO, IF THESE CONDITIONS CAN NOT BE MET, THE OBJECTIUNABLE

EFFECTS WILL BE DELETED FROM THE SHOW

STATE AND LOCAl KADIATION CONTROL OSFICEVAGENCIFES FOR ALl SHOWS TORE PERFORAE N WITHING THEIR TURISDIOTIONS all

(3} STATE AND LOCal KADIATION CONTROL OFFICES/AGENCIES FOR ALl SHOWS TO BE PERFORMED WITHING THEIR JURISDICTIONS

KEQUIREMENTS OF STATE AND LOCAL LAW WiLL SE SATISFIED AND ANY CRIECTIONS RAISED BY LOCAL AUTHORITIES WiLL BE
RESULVED OR I'HE EFFECTS DELETED (L1STS OF FEQERA]. AND STATE OFFICES ARE AVAILABLE FROM {HE CENTER FOR DEVICES AND

RADNULOGICAL HEALTH UPON REQUEST )

[ 3 .9

14, REMafKS

Dime
time to time rental equipment may be required, In this cvent
companies with a proper variance 1o do so.

nsion Seven Will only use equipment from companies manufacruring certified projector’s and laser effecrs. From
Dimcnsion Seven will only rent certified equipment from

Dimenxion Seven and thar have been certified

SAMPLE: Las Vegas Lasers, and or certified projectors manufacrured by
by the FDA/CDRH.

CERTIFICATION

1 CERTIFY that all of the apove mfbfmatian knd SEZSMEREs fc Wue, complele and carrect © Wis bait of Iy ledgs and sck tedige ThaY MYy vansuce applaslion may be
defued OF My VaNancs may be Tevaked o tis spphcation s $ound 10 be talse, musleading, or Mootrect i any Matenal way, J huve sutmiled wns Wil subnut all reports by 21 CFR
1002, 10 apd TUG2 )2 ap the lses? equipmont ahis show(s) 1 flethar understand that ] muy be yequifed by yegulanian or by the Diractor, Cemer fin Devicea and Radiological

Haalth, 10 aupply such offisr ifGNRRION ab Mmay be Nacaanury 10 evabuaks snd 0t o Tus applicato

16 NAME (type or print) 17 TITLE
Robert J Ruhl Laser Safery Consultant

I —
= U3, SOVERNMENT PRINTING OFFICE 1987 185-605i84 |9 Dk ™M




